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OSlASl INDUSTRI SARUNG TANGAN KARET INDONESIA 
1 lndonesian Latex Glove Industries Association 1 

Jakarta, 23 oktolxw 2000 

nt Systems and Policy 
Reaaureea and Managemeat Services 

Admhistratha 
me, Room 1061 (HFA-305) 

Surveillance ead Detention Witbout Wyakal 
on of Surveu~M and/at Patieet Examination Glovea 

bber Gloves Manufacturer Associations (ASTA) represents 17 
fmturers in Indonesiaa. 

cotnmmts have been conAided and prepared based on input and feed 
Sian gloves manu~turers on the above proposed guiclmce. 

nufacturer’s Oveniew the Guidaace 
t guidance on level 1, level 2 and level 3 dmtion proses unreasonable 
manufactures, as the system may put the manue immediately to 

t quality fkilure that actor during relatively same production 

ctnon scale, it is well accepted that there is no fool proof system to 
failure all the time. 

e 30 units tumbler dxyer machine, there have been sharp edge formation 
e dryer which causes defect to the gloves being dyed there 
problem may not be readily detected as the overall gloves is in 

: 

numhet of ColltaineIS containing 

r will be put on the second and 

1 of 2 i 



1012412000 17: 25 

h. 
i, 

Our PrrJpc 
1. All s 

failed 
eertif 

2. SecOr 
next 1 

3. As th 
they 1 

4. A sia 
tKl8lUJ 

5. Such 
make 
(who 
*b 

Summary 
1. The I 

pet&k 

Thaxlk you 

SincmJy y 
Indonesian 

Ir. A. Safiu 
vice chair 

.21- .83790504 PE INT’L INDONESIA PAGE 02 

bweveer, actually the fsilure happens on the “same failure setting: 
e current guidance effectively punish the manufacturer several time for the 
ne mistake/faults. 

I: 
wpent shipments of a manufactuRr who have been found to have one 
riprnent must be put in two detention and just could be released &.er being 
by FDNprivate Iabs to be acceptable. 
third tiilure during the above periode shall not put the manufkturer to them 
:l of detention- 
nanufachuer is recognizing his system problem and rectified the mistake, 
f petition the FDA for removal from the said detention level list. 
I failure happened afM the above manulketurer petition, shall put the said 
turer to next It%4 of detention- 
posed system wilI be fairly punish a faulty manuf5&rar who repeatedly 
istake, whilst at the same time allowing “‘reasonably good” manufscturer 
one time may make mistake) the opportunity to identify and rectifir their 

Propossl z 
.t level of detention is imposed on a fhihue occur after a manufb~tnrer 
b the FDA for removal oftis name Corn the detention list. 

your attention 

% 
tex Gloves Ind&&ies Association 
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